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jBy the p>j-ese«t: stmonclment daixns have l>6e>n £kclcl<£cl. OlaJms :25, 2S>, 31-32, 35, 

supprt for the recitation of recombinaflt polypolypeptide in the new claims can be found 

in, for example, 1. lO^ 34, 37, 40. 1G7^1&9, No new matter is aaded. 



Claim RGjections - SS t/.S.C ^JJ2. I^ir-srt JF'^xrajfrr^rtH ~ E naBl^m^nt 
Claims 25, 27, 29. 31, 32, 35, 40, 41, 43 and 47-51 stand re 





ift flft assertion tkat the specification, while being enabling for a 

polypeptide consisting of the sequence of the amino acid SEQ m NO: 2, a fusion protein 

comprising the amino acid sequence SEQ ir> NO;2, and an immunogenic composition 
comprising tfie amino acid sequence SEQ DD isTOra doe^ not reasonably provide enablement for 
an isolated polypeptide that comprises a fragment of at least 15 or 20 contiguous amino acids of 
SEQ ir> NO:2, fusion protein or irmnunosenic composition comprising said fragments. 

The rejection includes a general discussion of the nnpredict^bility of protein cHemistry, 

and on the. consequences of a single change in an amino acid residue on the biological acti vitV of 

. protein. The Office Action notes that the specification fails to disc 
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peptide and nothiiig else of the antigen, while Applicant's claimed invention, it is asserted, 

comprises fragments of 15 or 20 contiguous amino acids of SEQ ID N0;2, but also other 

unknown amino acids, and thus can bind to any antibody in a non-specific manner. 

If the Office Action's contention is that the claims are not enabled for mixtures of 

fragments of SEQ ID NO;2» Applicant respectfully disagrees. The claimed invention includes 

immunogenic fragments of SEQ ID N0:2 (when administered to a subject in a suitable 

composition which can include an adjuvant, or a suitable carrier coupled to the polypeptide) 

induces an antibody orT-cell mediated immune response that recognizes the polypeptide SEQ 

ID NO:2. Consequently, the claimed polypeptide requires induction of a specific immune 

response and not metely that it bind non-spccifically to any antibody. 



In the second part of the reply to Applicant's argument of 4/19/04, the Office Action 
asserts that the specification fails to provide adequate guidance to enable the use of the claimed 
polypeptide in stimulating and/or expanding T-cells specific for a Neisseria antigen. The Office 
Action cites the difficulty in inducing and expanding T-cells to peptide epitopes because of the 
requirements for protein processing, handling by antigen presenting cells, peptide interaction 
with major histocompatibility proteins and recognition by T-cells. The Office Action asserts that 
interaction of T-cells and antigen presenting cells with bacterial proteins is complex. 

Applicants note that the art has recognized the difficulties associated with processing of 
protein fragments, and has devised methods for overcoming inefficient processing of protein 
fragments in studies of human T-cell responsiveness. These methods were available at the time 
of the filing of the instant application and were within the purview of those of skill in the art. 
For instance, in Reece et al„ 7. of Immunol 1993, 6175-6184 (which was attached as Exhibit A 
in Applicant's amendment of 4/19/04) the difficulties associated with inefficient protein 
processing in connection with studies of T-cell responsiveness were recognized (p. 6175, 5 1). In 
Reece et al., the difficulties of protein processing were overcome by synthesizing overlapping 
dodecapeptides on pins to map T-cell epitopes of tetanus toxin. Pools of 20 peptides each were 
used to simplify the mapping assays. Thus, it was practical to synthesize a large number of 
peptides, and the initial screen needed only to assay sixty to seventy pools. Pools that generated 
strong responses were deconvoluted by assaying the members of the pool. That such 
experimentation using a multipin method to screen for antigens is ordinary in this art is 
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illustrated in Current Protocols in Immunology 1997 9.7,1-9.7.19 (which was attached as Exhibit 
B to the amendment of 4/19/04) and Reece et aL, 172 /. of Immunol 1994 241 (previously 
attached as Exhibit C). Consequently, given the teachings of the specification that includes the 
structural fonnula of SEQ ID NO!2 and experimental methods well-known in the art at the time 
of filing, Applicants assort that the claimed polypeptides are enabled. 

In light of the above discussion, reconsideration and withdrawal of the rejection under 35 
U.S.C. § 112, first paragraph is respectfully requested. 

13 If an extension of time is deemed required for consideration of this paper, please consider 
this paper to comprise a petition for such an extension of time; The Commissioner is 
hereby authorized to charge the fee for any such extension to Deposit Account No. 50- 
025S. 

andl/or 

^ If any additional fee is required for consideration of this paper, please charge Account 
No. 50-0258. 

Closing Remarks 

Applicants thank the Examiner for the Office Action and believe this response to be a full 
and complete response to $uch Office Action, Accordingly, favorable reconsideration in view of 
this response and allowance of the pending claims are earnestly solicited. 

Respectfully submitted^ 

Eric A. Meade 
Registration No. 42,876 

DECHERTIXP 

A Pennsylvania Limited Liability Partnership 
Princeton Pike Corporate Center 
PO Box 5218 

Princeton, New Jersey 08543-5218 
Phone: (609) 620-3248 
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